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The Claims Distinguish Patentably 
Over the References of Record 

Claim 1 calls for placing an indicator on the 

single use package which holds the powdered composition 

which forms an antimicrobial decontaminant . while 

Minerovic discloses such a single use package, it makes no 

suggestion of placing an indicator on it. Ignacio does 

not cure this shortcoming. Ignacio sug gests placin g an 

indicator on the barrier wrap or packaging around the item 

to^ be^s'terirized (column 9, line 57) b ut makes no 

suggesr.Ton^of^placing an indicator on or in the sterilant 

source-r^^Ignacio is trying to replicate the exposure 

contiTtlons which the item being sterilized experiences. 

Placing an indicator in the source is not reasonably 

expected to replicate the exposure conditions of the item 

being sterilized. Rather, the antimicrobial concentration 

at the source will, when initially mixed with water, 

achieves a substantially higher concentration than is seen 

by the items being sterilized. That is, the exposure 

conditions where the powdered composition is dissolved to 

make the antimicrobial would not be expected to be the 

same as the full diluted antimicrobial flow in the 

sterilization chamber around an item to be sterilized. 

Accordingly, it is submitted that Ign acio provides no 

motivation to provi de an indicator on the singl e use\ 

package for supplying the powdered composition which forms 

the antimicrobial solution^. """" 

Claim 8 calls for the indicator to be on the top 

cover of the single use package for holding the dry 

composition. This location s olves the pr oblem of 

determining whether a single use package that is received 

in-4d*e-^lXTIS^s^^ or has been used. Ignacio 

has"no~Teiro*gnTCr6n"HE'"^ problem and no suggestion how 

it might be solved. In deed, Ignac i o makes no sugg estion 

of placing chemical indicator s anywher e except with the 

items being sterilized. Analogously, Ignacio makes no 

suggestion that a chemical indicator can be used to 
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indicate whether an antimicrobial agent cup functioned 
properly. 

Claim 15 calls for a col or change indicato r to 
be attached*""~Eo~"~a source ofHgterilant . In particular, 
cl-a~im^l5T~claims a package for holding an antimicrobial 
cdn^ndonlSicrfornis an antimicrobial solution when 
mixeH"vHS"wa^r . As the concentrate is first mixed with 
water, the concentration will be at its maximum. The 
concentration will then be diluted as the concentrate 
becomes mixed with all of the water in the system and 
distributed throughout the system. Thus, a measure of 
concentration made at the source of the antimicrobial 
concentrate will not provide an accurate representation of 
the exposure conditions to which the sterilized item was 
exposed. Ignacio does not teach or fairly suggest placing 
a chemical indicator in a location where those of ordinary 
skill in the art would expect it to sense significantly 
different antimicrobial agent concentrations than are seen 
by the items being sterilized. Accordingly, it is 
submitted that claim 15 distinguishes patentably and 
unobviously over the references of record. 

Claim 19 calls for a well in which an 
antimicrobial solution is mixed fro m an antimicrobial 
concentrate. Claim 19 further calls for placing an 
indicator on a por^OT*^of^the*" package which supplies the 
antamTcrbbial coiicenEfarr'td the well, Ignacio does not 
teach or fairly suggest the pla cement of chemica l 
indicators in areas displaced from the items being 
st-erd^irz^dT^'^wTiich areaT™"wouTd see different exposure 
conditions than "the items to be sterilized. To the 
don't f ary , "''"tl^^l^^melrit "of the indicators described in 
Ignacio at column 9, liries ^54-65 all place indicators 
where they will experience substantially the same exposure 
conditions (column 7, lines 25-2 9) as the items being 
sterilized. Ignacio provides no motivation to provide an 
indicator at the mixing well where antimicrobial 
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concentrate is mixed with water to form an antimicrobial 
solution. 

Claim 20 calls for a package for releasing an' 



antimicrobial com^sTFfon "into a flowing liquid. An 
indicator"" is placecT"on the package, which indicator 
<unc^goeir~a jqolor change which varies in accordance with 
'Eh^^oncentration and duration with which the solution 
Sontacts^the indicator. Because the indicator is placed 
l^E^the^source of the concentrate, the concentration and 
duration information to which it is exposed will be 
different than the concentration and duration 
characteristics to which the target items are exposed. 
Ignacio suggests placing an indicator on packaging which 
hdl5gT items that are the ^reci pi ent of an ant imicrobial 
solution or eyeaj^acingj^ in such a package 

in conjunction with packaged items, all of which are to be 
the recipient of such fully diluted, antimicrobial 
solution. Ignacio makes no suggestion of placing an^. 
indicator at th^^ack'agl^which conta ins and is the sourc e 
of "Th^^anESmTc'robial concentrate. Accordingly, it is 
submitlTed'^nat clal^^^^^distanguishes patentably and 
unobviously over the references of record. 

Claim 21 is directed to a method in which water 
is flowed through a cartridge that contains a composition 
to form decontaminant solution from the composition and 
water. The cartridge includes a porous portion which is 
impregnated with an indicator. The cartridge C of 
Minerovic does not include an indicator. Ignacio suggests 
placing indicators near items which are the recipient of 
use strength decontaminant solutions, but provides no 
motivation to place an indicator at the source where 
concentrates reach higher peaks. To the contrary, it is 
submitted that Ignacio teaches against placing an 
indicator at the antimicrobial source in favor of placing 
the indicator in locations where it will experience the 
same exposure temperature, the same exposure peracid 



